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DETAILED ACTION 

Election/Restrictions 
1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 21-23, 27, and 28, 29-32, 33, 34-36, drawn to nucleic acids 
encoding HMW1 (SEQ ID NO: 1 , dna) and gene clusters comprising 
HMW1, classified in class 536, subclass 23/7. 

II. Claims 21 , 22. 24, 27 and 28, 29-32, 33, 34-36, drawn to nucleic acids 
encoding HMW2 (SEQ ID NO:3, dna) and gene clusters comprising 
HMW2, classified in class 536, subclass 23.7. 

III. Claims 21 , 22, 25, 27 and 28, 33, drawn to nucleic acids encoding HMW 3 
(SEQ ID NO: 8, dna), classified in class 536, subclass 23.7. 

IV. Claims 21, 22, 26, 27, and 28, 33, drawn to nucleic acids encoding HMW4 
(SEQ ID NO:9, dna) , classified in class 5536, subclass 23.7. 

V. Claims 37, 38, 39, 43-50, drawn to an isolated and purified protein which 
is HMW1 (SEQ ID NO: 2), classified in class 424, subclass 256.1. 

VI. Claims 37, 38, 40 and 43-50, drawn to an isolated and purified protein 
which is HMW2 (SEQ ID NO: 4), classified in class 424, subclass 185.1. 

VII. Claims 37, 38, 41 , 43-49, drawn to an isolated and purified protein which 
is HMW3 (SEQ ID NO: 9), classified in class 424, subclass 190.1. 

VIII. Claims 37, 38, 42, and 43-49, drawn to an isolated and purified protein 
which is HMW4 (SEQ ID NO: 10), classified in class 530, subclass 350. 
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IX. Claim 51 , drawn to a monoclonal antibody ADS, classified in class 530, 
subclass 388.1. 

X. Claim 52, drawn to a monoclonal antibody 10C5, classified in class 424, 
subclass 130.1. 

The inventions are distinct, each from the other because of the following reasons: 

The inventions of Groups l-IV, V-VIII and IX-X contain biologically, structurally 
and chemically different products. The polypeptide of groups V-VIII contain 
polypeptides which have completely different structures and amino acid sequences. 
They are different proteins and are patentably distinct and independent from one 
another. The polynucleotides of groups l-IV contain encode completely different 
polypeptides which have completely different structures and amino acid sequences. 
They are different nucleic acid sequences and are patentably distinct and independent 
from one another. The polypeptides of Groups V-VIII and polynucleotides of group l-IV 
are patentably distinct inventions for the following reasons. Polypeptides are composed 
of amino acids and polynucleotides are composed of purine and pyrimidine units. They 
are structurally distinct molecules. While a polypeptide of group II can made by 
methods using some, but not all, of the polynucleotides that fall within the scope of 
group I, it can also be recovered from a natural source using by biochemical means. 
For instance, the polypeptide can be isolated using affinity chromatography. 
Furthermore, searching the inventions of groups l-IV and V-VIII together would impose 
a serious search burden. In the instant case, the search of the polypeptides and the 
polynucleotides are not coextensive. The inventions of Groups l-IV and V-VIII have a 
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separate status in the art as shown by their different classifications. In cases such as 
this one where descriptive sequence information is provided, the sequences are 
searched in appropriate databases. There is search burden also in the non-patent 
literature. Prior to the concomitant isolation and expression of the sequence of interest 
there may be journal articles devoted solely to polypeptides which would not have 
described the polynucleotide. Similarly, there may have been "classical" genetics 
papers which had no knowledge of the polypeptide but spoke to the gene. Searching, 

therefore is not coextensive. This search requires an extensive analysis of the art 

retrieved in a sequence search and will require an in-depth analysis of technical 
literature. 

The antibodies of Groups IX and X comprise a different amino acid sequence 
and bind to completely different epitopes. They are different products and, therefore, 
patentably distinct and independent from one another. 

The polypeptide of group V-VIII and the antibody of groups IX -X are patentably 
distinct for the following reasons: 

While the inventions of both groups are polypeptides, in this instance the 
polypeptide of group II is a single chain molecule that functions as an antigen, whereas 
the polypeptide of groups IX and X encompass antibodies including IgG which 
comprises 2 heavy and 2 light chains containing constant and variable regions, and 
including framework regions which act as a scaffold for the 6 complementarity 
determining regions (CDRs) that function to bind an epitope. Thus the polypeptide of 
groups V-VIII and the antibody of groups IX and X are structurally distinct molecules; 
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any relationship between a polypeptide of group II and an antibody of group III is 
dependent upon the correlation between the scope of the polypeptides that the antibody 
binds and the scope of the antibodies that would be generated upon immunization with 
the polypeptide. Furthermore, searching the inventions of groups V-VIII and groups IX-X 
would impose a serious search burden. The inventions have a separate status in the 
art as shown by their different classifications. A polypeptide and an antibody which 
binds to the polypeptide require different searches. An amino acid sequence search of 
the full-length protein is necessary for a determination of novelty and unobviousness of 
the protein. However, such a search is not required to identify the antibodies. 
Furthermore, antibodies which bind to an epitope of a polypeptide of groups V-VIII may 
be known even if a polypeptide of groups V-VIII is novel. In addition, the technical 
literature search for the polypeptide and the antibody are not coextensive, e.g., 
antibodies may be characterized in the technical literature prior to discovery of or 
sequence of their binding target. 

The polynucleotide of groups l-IV and the antibody of groups IX-X are patentably 
distinct for the following reasons. Polypeptides, such as the antibody of groups IX-X 
which are composed of amino acids, and polynucleotides, which are composed of 
nucleic acids, are structurally distinct molecules; any relationship between a 
polynucleotide and polypeptide is dependent upon the information provided by the 
nucleic acid sequence open reading frame as it corresponds to the primary amino acid 
sequence of the encoded polypeptide. In the present claims, a polynucleotide of group I 
will not encode an antibody of groups IX-X. Therefore the antibody and polynucleotide 
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are patentably distinct. The antibody and polynucleotide inventions have a separate 

status in the art as shown by their different classifications. Furthermore, searching the 

inventions of group l-IV and groups IX-X would impose a serious search burden since a 

search of the polynucleotide would not be used to determine the patentability of an 

antibody, and vice-versa. 

Because these inventions are distinct for the reasons given above and have 

acquired a separate status in the art as shown by their different classification and their 

recognized divergent subject matter and because the literature search required for the 

Groups is not coextensive, restriction for examination purposes as indicated is proper. 

3. Correspondence regarding this application should be directed to Group Art Unit 
1645. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in 
Remsen. The faxing of such papers must conform with the notice published in the 
Official Gazette, 1096 OG 30 (November 15,1989). The Group 1645 Fax number is 
571-273-8300 which is able to receive transmissions 24 hours/day, 7 days/week. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer E. Graser whose telephone number is (571) 
272-0858. The examiner can normally be reached on Monday-Thursday from 7:30 AM- 
6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Navarro, can be reached on (571) 272-0861. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to the Group receptionist whose telephone number is (571) 272-0500. 




(Jennifer Graser 
Primary Examiner 
Art Unit 1645 



